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( # ) 


mm&m%L - 1 




100 


60 


21 


7 5 % R H 

/1 * Ji 


97 .5 


6 0 U ± 


60 U ± 


§1 ^ ft IS 15 - 2 


K K B§ m 


100 


60 


21 


40°C 
7 5 % R H 
'1 * ft 


99 .7 


6 0 U ± 


30 



[0 0 4 5] 

^ * <b H*£ # ? #z: ai $ ft h 5 X <D B# ffl t5 ? 5£ S L tz 0 

— ->-/i'3-h*ifcLfci»#ttai«[-2-ef±, 4 ot:/ffi*tSff7 5%oi 

«#K*5V»T\ ^fffi^#^t± 9 8 %J0L±-C* «9 , 1 KJt^T p H 6 . 8 ifcX 

ailE#2 004-3020191 



Wm. 2004-057099 



^-v: 10/ 



[0 0 4 6] 

H»J2 : 

^wj i ts&btitzmm&mm.- i&£u t mmam&- 2 co^t, tie* 4 

*40. 0 m g^fffi&J: ^ 6 0 . OmgMCffllt^i^fflLt, -t'7f>*^-b^ 
d*Lfcti8(|t-, I^tt^- 1 *J iWitlt- 2 i:ov^t, ^*40. Omgtlfffi 
Itlf tLT, ^^^iTJK^i-rny^AZO. 0 m g ^Atit* ^-t^J - 2 
[0 0 4 7] 

m 4 : 1 jo i LKflivtMe- 2 £ LtzH^f-Z/i] -f-k 

[0 0 4 8] 
[18:4] 





H ir /u £ij - l 


^^t /U JfiJ - 2 ! 


if j^^mm) 


(> * f i ' » T ^ ^ » 
^ * > ? A £ ^ a D ) 




65. 6(40. Omg ^ ffifi ) 


65. 6(40. Omg flB) i 


mm&m*&- 2 


137. 8(60. Omg M ) 


137.8(60.Omg^i) 


J f T <i Mr % >- & 

> V 2* 


0.0 


20.0 


^ M M ( m g ) 


203.4 


223.4 



[0 0 4 9] 

"7-k;HW- y-t/HPJ- 2 Co^t, TSe*5 K^i-flM?0Slt?£ 

*-J§K, 4^U25TC OfciJfi^iSaD "CI 2 ^flWfl^Lfco 

[0 0 5 0] 

* 5 : - 1 is i <^l§i#t£if(*i - 2 £ftm L -b* 7 > * T'-fe ;i^J <7)Jf?x JKfi, 

[0 0 5 1 ] 



tiJK#2 004-3020191 



mm 2004-057099 



^-v: 11/ 



[f£5] 







(%) 


ft£ ttj 5^ f& 




P Al o . o us 


pH6.0 fix* 


pH6.8 ^ 


^ ^ jut^ h 

m tt ^ * uj $ 

ix 6 £ ~C CO B$ 


DIM )6S 25% 

~c co psj 
(») 


151 ftd* 50% 8 Hi + 3 
* T* co &# M 
(#) 


yS -7 a ± A> £lj 
- 1 


f* «e #? 


100 


2 


15 


24 


18 


40 t: 

75% RH 
/4 Jr £ 


97.5 


8 




60 


60 BL ± 


25°C (j* r> 

ft % m & ) • 

/12 y ^ 


97.1 


12 


60 U ± 


28 


24 


* -? -fe ^ $lj 
— 2 




100 


2 


15 


24 


18 


40°C 
75% RH 
/4 y M 


98.9 


2 




28 


23 


25 o C0* *9 

it # m x ) 

/12 y M 


98.2 


2 


17 


22 


20 



[0 0 5 2 ] 

;i/#J- 1 -Cti, 4 0 T:/*B*HIJE£ 7 5%0 4 tHHffiff> is XV 2 5V OfclJfi^igS) 

, & tT K -a-fif&T izli LT ppffilj i fc f± l»ih^* S: ^ L 7t o 
[0 0 5 3] 

3lifefl)J3 : 

»14«JS- 3 *#fco 

>7 AisJ:0fv^n=f-^6 0 0 0 «:tMtlli:SALt?I^Lfco Ko^y/n 

\£)i>±n,zi-x$:fc\z mm l t £ p it l , -r ti z mwmm u mm l x m^mt l 

tzo B&yjZRnm&m^&LALXEmZ 0. 8 mm*? U ->T-#Lth Lit*4LTH*l 
gijict: Ko^y7*n k?;l^^fl/-k;i/n-y; 2 9 1 0 i ? /u* £3M- t±$ii*ifc$ 

'Jif^K fl/fifcH*-*- h 'J ^ XXf 9 )^ ? *^zmffi%tzl$5tWLZ*£tzWi : fe&-3 - 

h^iK3 S:«SL^^?)slijiin-f-f >y"U SriOl^ttlt- 3 
[0 0 5 4] 

*6 : 77D/<U^H- h£^-tfii?#1±M*!i-2i3j:0 5 m^14^-3OM^ 
[0 0 5 5] 

HiiE# 2004-3020191 



2004-057099 



^-v: 12/ 



[*6] 





-2 




yrus<^2>s<?u3c±~\* (mg) 


849.0 
(609. 5mg ^? fffi) 


641.7 
(460. 7mg .t? fffi) 


^^^^^ 




19.0 


13.8 


— ^ i~ h V OA 


9.5 


21.5 


^ nn-^ 6000 


37.2 


28.4 




28.4 


21.5 


i>" jl/ zu f> $t # 


t K n 3r v- p t? ^ )V i? A- n — 2910 


20.3 


15.3 




36.6 ' 


27.5 | 




t Kn^rv^n t'/M f ^t/P n - ^ 7 t 7 

- h if ^ ^ - h 


0.0 


146.6 




0.0 


39.9 




0.0 


3.8 




0.0 


40.0 


^ tf (mg) 


1000.0 


1000.0 



[0 0 5 6] 

nhKtzmmnmML- 2 & ± T/mm&wM- 3 co^t, tis^7 izm-t&* 90.0 

L, $ h\z* 9"r^m.T)V^ vm.-?7**st> A 3 6. 0 m g £ XKtzii y°-t)vm- 3 
[0 0 5 71 

*7 : i£?#14TO-2i3ctM}#1£fI*£-3 L fc-te* 9 ■f- > iJ -f*. frMn&klf 

[0 0 5 8] 
[*7] 



fi£ 7> 


* -7* -fe ;u - 3 


il i& « P 1 5 - 2 


147. 7(90. Omg *J fifi ) 


fl§ iS It m - 3 


130. 2(60. Omg ^ fffi ) 




36.0 


* -7* * ;u liSfc 9 03£*Ii(mg) 


313.9 



[0 0 5 9] 

% h titz % -7*. )VM - 3 iz o ^ x , Tie^ 8 K^-f «#S^-C^^1± £ ffflB t fco 

& (A«K/M5fc) -C$ffiiM(fc&fTo£o 4 or/ffi*t&JK7 5%-Cl *-flraflfc#Lfc 

**JS;fr (^K^te) -CjgttiSUfcfcfTofco 

-5- ta6T^8 KgsLfco 
[0 0 6 0] 

*8 I JS*tt»*fc-2*J:U f »*ttJ|ttl-3 ^5t*L^4f7^>*^-t;w^J- 30^9^ 
[0 0 6 1 ] 



mtE#2 004-3020191 



fiNH 2004-057099 



^-v: 13/ 



[*8] 

















7K 


pH5.5« 


pH6.8 m 






(%) 


(#) 


r* b# fa 
<#) 






100 


2 


13 


10 




40°C75%RH 

n +n 




9 


34 


38 


# -?-t?vm - 3 


40t75%RH 

1 

c£> U -f -fe /t- £lj - 
3 co^p^^Sr , 

« L * *J L * 


101.6 


2 


13 


8 



[0 0 6 2] 

*<r>mm, *'/-fe/l'*l-3tc**Lfca5*tt«*a[-2i5J:O f »«Fttl!B«[-3Ht±, Biv* 

o o & j: # r ? i >m v v fripma $ tit^fc (hm^^ir 2 jo <t <^##i^m 3 mm 
/i am? k *3 v > -c , n u# u Jt^ -c * -f -t & a» irk **isc tB$ai.i-c©^Moig 

* ;H*3 mm $jitv^ , jflJIM i (± Hi ik3&* *fjzLtz 0 
[0 0 6 31 

*«J4 : 

HJI#I 3 -C»fc*ifca»ttffl*fc- 2 & i VlRjSttJHIt- 3i:o^t > Tie* 9 
*4 5. 0mg27flliJ3J:U f 3 0. OmgMKiStSi^ILT, SR^f 

[0 0 6 4 ] 

* 9 : - 2 *J «fc tmi§14JB*£ - 3 £ L -tf 9 * > U ;i^J ay&fi 
[0 0 6 5] 

[*9] 



A # * 


# ^ -b A, W\ - 4 


S S « ffi f 5 - 2 


73.9(45.0mg ti fffi ) 


B§ iS fS P. f 5 - 3 


65.l(30.0mg ?! m ) 




20.0 


* ir ;U (mg) 


159.0 



[0 0 6 6] 

PTP€Li6S:fTV», IWPTP^lOl (*-/-t^^/ft5 0i@) *7A'5g|:Ant 
-> 'J * ¥)V 4 . 2 g Sr^ip LT t: - b -> - ^T?3&£f U 4 0 "C/fflttiSS 7 5 %T- 2 *■ E 

tBIE# 2004-3020191 



2004-057099 



^-vl 14/ 



[0 0 6 7] 

o : m%&m*i- 2 & xvm&mm- 3 z^mLfz^^ + > * )im<DP t p / 

[0 0 6 81 
1*10] 







(%) 






pH5.5 ft* 


pH6.8 j« 


* T* CD 3# 

<#) 


Xfeft* 50% 

r- co p# ra 
(») 


Xft 3^ 50% 

r- co p# 
(*>> 




K » BB *& W 


100 


2 


5 


5 


40°C 
75%RH 

/2 >r 


99.7 


4 


9 


7 



[0 0 6 9] 

0 0 *->M h } ) x-TJl'-ftmJmZtiX^fztf, ^ 9*4&T)VX >iv^y^A 
Oj&ft|HlJ:»K 4 0 *C/*B*tigJK 7 5%02 *■ /J M£M£fc:i3V>-t\ tSlfcll&jBtKJt^T # 

<& w k is v> -c & , 3<Dff?x m&m t mm i^wm % tz i* VHtnm ztfl/zo 

[0 0 7 0] 

mmm 3 -?nhtitzm : mtemM- 2 & x xrmm&m%L- 3i:o^t, Tie* 1 1 k^-t 

^^90. Omg^fffiiSct^e 0. OmgMCffilfSI^ILT, n^fb-tf^-f- 

* WBfcT;!'* >iSv^*y* A 1 0. OmgSrAftfc*^^- 5 £f§fc 0 

[0 0 7 1 ] 

* l l : ilrtteHS - 2 is <fc CTJft jittSIS: - 3 £ L n ? fb-tf 9 * > ij )vn<o 



[0 0 7 2] 

[in] 





# y -fe 3»J - 5 


m m & m k - 2 


147. 7(90. Omg fffi ) 


» & 14 & » - 3 


130. 2(60. Omg ^7 fflfi ) 


^^^r^^r;US >m-? # * is *? A 


10.0 


£ -7* -t ;U 11^/; ^5tllli(mg) 


287.9 



[0 0 7 3] 

sot: (WL*)ft%mm -c2»h«# t£ 0 m^cov^t, 7td^a^^ 

-eo^^r^-, i ttbX^i 1 2 K^Lfco 

ailE#2 004-3020191 



!$m 2004-057099 



^-v: 15/ 



[0 0 7 4J 

It 1 2 : i§i#t£$gfl- 2 Jo <£ Wi£1±fftfi- 3^«Lt3^? ffc-tf 9 > * 7*-fc 

[0 0 7 5] 
[«12] 



# -T" -t sy 




(%) 


B fcfci f* ft 




pHSl.2 fl£ 


pH5.5 AS 


pH6.8 ff£ 


# :T -tr /u- ^ ^ 


Hgfe^ 20% 

eta -r a s 
(#) 


X«M* 50%S ttl+ 5 
* T* 1$ m 

(») ! 


# V ± jv n 

- 5 


K ft BR m 


100 


2 


3 


7 


5 


50°C(;& 9 

IT tlS) 

i2 m 


101.2 


2 


3 


9 


5 



[0 0 7 6] 

ti ti m& iztt l x i> mm t tz it * ^ l 0 

[0 0 7 7] 

Hifefll 3 T~?# ib tifcii »tt«tt - 2*^^11^16- 3 fcwc, TIE* 1 3 K^i" 
&*90. 0mg2MB*3J:a f 6 0. OmgMt:ffiSt«St^iLt, -t;i/D-^f|^ 
fcX3bZ>\i Kn + v-/nkT;w>"f-;Hr^n-x*3£^Jfc L^^y-fc^ (l^T, HPMC* 

fc*-/-t/l/#J- 6 £#£ 0 
[0 0 7 8] 

* 1 3 : a^ttffiS - 2 J3 i trfli^ttffiJK - 3 * 5c« t H P M C * ■? -b ;V#J *>«i;fr 
[0 0 7 9] 
1*13] 



^ 5> ^ 


# -7* -fe ;[/ f J - 6 


» & ft Si 12 - 2 


147. 7(90. Omg ti fflfi ) 


A m 14 Si 8 - 3 


130. 2(60. Omg 7j {1 ) 


^ ^^r^K7^ $ > ^ v * ;> A 


30.0 


£ *r ;U llS^90^*£l(mg) 


307.9 



[0 0 8 0] 

nhtitzJj-ftJVM- & Kov>T. TESl 4i:^tftMt , $Stt*IFiLfc, 
, 50TC (^t«3ff§SJ*) -C2aiB«#L*:o M^Cov^t, 7td^A^o 

fO^^i t#T* 1 4&C^Lfc 0 
[0 0 8 1 ] 

in : aiSitwts- 2 jo xz/mm&mM- 3 £3tmL£H PMc*y-t;KD**7xia 

[0 0 8 2] 

ta§E#2 004-3020191 



&m 2004-057099 



^-v: 16/ 



[$14] 





« # ft ft 


(%) 






pH 1.2 fS 


D H5 5 fi£ 


# ^ ir A- t>> 6 H 
s a* * ffi £ *l 5 

* r- co b# m 
(») 


31 20% 

r* o s# 
(#) 


X«9 J&* 50% 

GO P# NO 
(») 


* - 6 


ttMMttft 


100 


2-13 


6 


21 


50°C0& «9 
/2 a® 


100.1 


2~5 


5 


14 



[0 0 8 3] 

w*i»w«Fmi*Mtitt«ll!«&l*fc|Bai:-r*o^:o $?>tc«#^o^flB5Sff^(i 9 
8%J3Lh"C*ofco ifc* #«^>*3£#JfcLfcHPMC*"/-fc;l'*JBv»fcfci& % T;U 

[0 0 8 4] 

J'fyil'y 0 >Wtv 'J *^^^^L7t:X-r ^ P^^(7)^ig^#:^ n-r h ^*97ffl 
(Innerts i 1 ODS-2 4. 6mm<I>X250mm) £fflv»7t 0 #7 
AfiJSti4 OViZsStfcLfZo h'J7^tnfti0. 0 0 5 v / v t 

T-t Y- h 'J^^r 9*tl Kift^-LfcAiBU SsXV? h 'j yjv^ru^mo. 0 0 5 v/v%^ 

«\ 1 . 5mL/53"i: Lfco t*ffi«£«\ StWR^fcjteStf-fcfflv^ 2 4 0 nmOiH^g 

JS^CiftsmoOT (%) SrJKBLfco 
[0 0 8 5] 

rpmfcLfco t^H$t:it*oi, pHl. 2 ( B ^Hg^fjl 1 . is «t V s p H 5 . 5 
, pH6. 0, pH6. 5. pH6. 8CISLfcCl a r k-L u b si«jS*^ 9 
0 OmLlv^o ^MM^MMitZ 7± llCfclfcSgLfco i*fi-£ov»-CU\ 
7rn^A^n*-b- htLTlO OmgTJfflffiil^Ktl^AL, #74: from 
^(i*7°t;ni^y>*-i:Anr^t(:tAL/-:o 

[0 0 8 6] 
^Mtf!l7 : 

[0 0 8 7] 

m 1 5 : -7 rn^A/nH- h £3-trffrfifcteS*i- i ogi^r 
[0 0 8 8] 



ailiE#2 004-3020191 



2004-057099 



^-vl 17/ 



[fU 51 



f&ft& 


» J5* tt *ft - 1 


m m & ^ # 




869.8 
(624. 4mg ^7 flfi) 


# y - # * «e ( @ ff? » s a > 


87.0 


tfc #t t£ = - h at ft 


r ^ y^K^^^-;*** y a- k ;* ^ ^ = 
* y - # * m (mm ft mm) 


21.6 




21.6 


^ft(mg) 


1000.0 



[0 0 8 91 

3 0 > -y Lfc„ gijtcr^ 'J /uHfti-f-n/ • * ? 'J f-^a 

>?*U #ri!<^M£l{*£- 1 
[0 0 9 0] 

* l 6 : ii^143£*i - 2 & «t z?&M&mM - 2 % ftm L tz -tf 9 -f- > ii ~f*. J^n <D$iJj 
[0 0 9 1 1 

mi 6i 





* -7* -fc ;u 8»J - 7 


# ^ "fe ;U 3U - S 


& m t$ n & - 2 


0 


1 47. 7(90. Omg fflfi ) 


fa «c « si e - i 


240. 2(150. Omg f] fflfi ) 


96. 1(60. Omg fflfi) 1 


y £ y -r r r ^ = >kv^^->^a 


30.0 


30.0 


* -7* -fc ;U ll§/:^^«lt (me) 


270.2 


273.8 



[ 0 0 9 2 1 

3tl 6 KtfI-J: 3 »fc:ftfc|fcjfete«e- 1 <0 1 5 0. Omg^iffitC+a^i-^i^^ 
iLTfllR-tf^^T'-fc-'WC^U Zbiz* fr4m.T)\>^ >Wt?tr*i/VA 3 0. 
Omg^AW:*/t;MJ- 7 Sr»fc 0 i £ ft ttBUfclUfcei 3 Tr# <b ftfcag»te« 
fi- 2 XVMttiiS- 1 J:ov^t^>* 9 0 . 0 m gJjffiH X V 6 0 . Omg^lCffll 

■)A30. 0 m g ZXtltzU -/-t)V-M- 8 £t#£ 0 
[0 0 9 31 

i»J8 : 

[0 0 9 4 1 



miE# 2004-302019 1 



mm. 2004-057099 



^-v: 18/ 



[in] 









7/P><^A^t3^t'- h (mg) 
1 (*«) 


801. 5 
(575. 4mg 


640.5 
(459. 8mg*I) 




D--V- h — JV 


17.6 


14.1 


? v ^ * u — ^ 1- h y ry Ms 


8.8 


21.4 


? n =* > — 6000 


35.7 


28.5 


fc KD^-y/n t'/UtAn-^ 


26.8 


21.4 




fc KD^y/Dt'/Mf^t/i^n-^ 2910 


41.0 


16.2 


> > &4 /i> * is V a 


35.2 


0.0 


* /u ^ 


33.4 


27.3 




- Mf:? * — h 


0.0 


146.8 




0.0 


39.8 




o.o" 


4.2 




o.o" 


39.8 


^ft(mg) 


1000.0 


1000.0 



[ 0 0 9 5] 

^ 1 7 lZ7f;-fl&fr<D®Lj&)tX*7 7 n/<^A^D^-t- Koi£i#1£$l*I- 3 *5 «t t^B&^tt 

* n-*?- h ij VARW*uzf-n,6 0 0 0 A LTfc^Lfco BUKK 

K n * v y n fc? )V -fc *, n - * £ tK \z mm L T £ mm L . i ft 4- i&fln t 

MiCixALTlliL, 18>7 ->a?)t^lifiL, lo3 0 * y ya©|±©A4f 
SB&fclf/io BUfcfc Fn^y/nfj^ff-tii'D-x 2 9 10, * ^^T^ >M. 

-rmsVAtstvjrn,? zmzmmt tut^-n^^tz^-^^- vmmzmwkLtz 0 m 
mmo&m&mffi.- 3 *'&tz 0 ztitusmzn 9 1 

0 fc*/u***K***;fctt$Mfc3-e-fc->-*3- Mli^lILto »K ffrJfjfi 

[0 0 9 6] 

^18: 3 is x t/mmamM- 4 zitmLtz-if 7 )vn<o^ 

[0 0 9 7] 
[*1 8] 





tl -? iz JUftl - 9 


m m « n « - 3 


156. 4(90. Omg ^ fflj ) 
£ L T 5.5mg # £ ft £ ) 


H i§ ^ fit - 4 


130. 5(60. Omg ^7 ffi) 


* ^ ;U 1 m% tz 9 <Z> *c « £ * (m g) 


286.9 



[0 0 9 8] 

nhtitz&m&mM- 3 ^ j: i/mm&mM- 4 co^t, *i 8K^-r&* 9 o. o m 

tBSEff 2004-3020191 



#iS 2004-057099 



^-v: 19/ 



i]-f^t)Vn- 9 *fttz 0 *7°-t)l<ffl- 9 fctt, littit - 3 <0 y - )^ - h i^-p* I, 
[0 0 9 9 I 

t#fbn^^y-tr;u^J- 9 tco^r, ftl 9 HTFi-^f^.-e^ft^fFfiifiL^o 1"&t> 
*7'-tiH2iH7^1t:Ality | J*y;H. 0 g £r£tra LTft U 40t/ 

I0 1 0 01 

ftl 9 : 3 4 ^3£*t^-tr^^>^7°-b;K7)^7^m^ 

[0101] 
[$19] 



# ? ± n 








pH5.5 *f£ 


pH6.8 tf£ 


d *y 

*fc a* #c a* £ ix *> 


IE «j # 50% e tH -f 6 * -c oo 




tt ft m #r m 


2 


9 


10 


40°C75%RH 

/2 * £ 


30 a ±(2*) 


80 ±(10*) 


60 J£Jl _h(9*) 


* : 75%RHT- 2^^ffl^^bfc^^ir/U- 9 CD 



[0102] 

•€-0*t*, ;H*9<D* ^")"^K7;V^ >8*^*v* A(7)SE^#t5 ? 5. 5mgt^ 

MTifcofcrt:*, 4 0 t/WIS 7 5 %<7) 2 t ^ FIMt^^T, K^BB^^Jt^T 

7 5%-e2 * n ffl&ftLfz* )i<m - 9 <D£ft?&ty L^mm^ ? ^ > * )u bzit 

m±«t «K ;* ^^^7iV5 >iv^^y->A(i^IWE^f«ittTOtf^Ri 
jfC £ & £ t 7&*9J h t & O tZo 

[0 1 0 3 ] 

HJfc09 9 : 
[01041 

ft 2 0 : &^tem&-3i3J:O f ll§i§1435*fi:-4 £3fr*L£-t:7^># :/-fcJHW 
[0 10 51 
[*2 0] 



i& # ^ 


# y -fe ;b 8» J - 1 0 


t> -? Hr ;U g*J - l l 


m m & m 15 - 3 


260.7 (150. Omg ^7 fflE ) 


0.0 


§§ « it si ii - 4 


0.0 


326.2 (150. Omg ti ) 


t> -7 -fcr ;U 1 l^/:^^«H(mg) 


260.7 


326.2 



[01061 

^^J8T*|#^n^ii^14M*i-3i3J;0 f ^14^2-4 [:ov>T, ft 2 0 
15 0. 0mg^<ffiHffi^1-^>S^ff*LT^!K-tf7^->^^-t^H5E^L^^7 p -t^^J 
- 1 OfciO^y-tr^aj- l l £#£ 0 

mtE# 2004-3020191 



&m 2004-057099 



^-v: 20/ 



[0 10 7] 

ftbtitiii^-kfrM- 1 0 £ tXfij-f^n^m- 1 1 £fc h KAffegOS-S- 
0>ihM*M&Z 83*^^84 fcjjttfcfcfcK, mtWJ^tt'^* - * £§E2 1 fcjFLfc 

o 

[0 10 8] 

$2 1 :77 n^A^n^-b- h £<g-ir77 y° -fc;v#J£ n h tc0p&# L£zyg<DmW)j}¥ 
- * 
[0 10 9] 
[*2 1] 



>& :r -fe ^ £0 

(I50mg 7^7 fffi/ 

;& ^ -fe A- ) 




C m ax 


Tmax 


AUC 
(0-24hr) 




m 4 1 0 


(m g/kg) 


(ju g/mL) 


(hr) 


( u g • hr/m L) 


(%) 


( % > 


# y -fe sij - i o 

(iS £ ft !H « - 3 ) 


2.21 


4.35 


2.20 


11.79 


72.1 


18.5 


$ -? -fe /u £ij - l l 
G£^f£H#i - 4 ) 


2.06 


6.53 


3.60 


14.51 


95.5 


14.3 


# -7" ir ^tj - 9 

(m & m & • 

-4=6/4) 


2.14 


3.25 


2.60 


11.66 


73.7 


16.1 



[0 110] 

0.2 1 f > ^%^^flJffl^(F) = (AUC/Dose)/(AUCiv/Doseiv),AUCiv=57.1^g • hr/mL.Dos 
e i v=7. 74mg/kg (500mg/man) „ He * ®» = 7 7 o^^A t Lt^lH Jfcfi "C * -6 0 
[0111] 

&»ttlH*fc-3 ***LJfc*7Mr>uaiJ- 1 0 *J «t IflBtSttStt - 4 «r ?t & L 
7^*7 7°-fc;l^J- 1 1 ^MP^-T^) fc, mSSJflLfgtfjiJKilJ^Btra (Tmax) 2 . 2 B# 

wis* 3. 6i^rat?*o/wo (Cmax) & a xf^m^mmm^t a -f 

•fc/HW-101M. 3 5 / /g/mLiJJ:(;7 2. 1%, *7"t;^J-l 1T*6. 5 3 // g 
/mL&i^g 5. 5%-e$>'9, # 7"-fe ;l^J - 1 1 (DjjtfM fritz Q iWgfl*), ifiL^ 

* 7 r n ^ * a jijg £ -c # & £ »t *$r $ * -2. (± , ¥tt?u ffl © v *m mn.m%L 
- 3 otii&mzmm&mM- 4 tcjt^r^T# < l^^&v^jbt u 3 

[0 112] 

ssiRKiiai&t&Hti- 3 is j: trmjgttHtt- 4 <£>gs£\itj5 s 6 : 4t^s mmm 8 -e# <b n 

£#7-b;i^J- 9 m&mmi 5 OmgJI) S-kF (5*) t:MgnS4Lt, HB# 

-€-<7>*g^> igP&-5-3 0^-e«^SJS(i 1 g/mLKiiL£ (BI5#Jffi) 0 
. Tjy-t^-1 1 -eumn&5- 1 B#ra^T'<>M4'iftJg{i l M g/niLClLtii^f ( 
11 4 #BB) , i£i§t£3I*i t Jj§i§1£3I*3:£ 6 : 4 CLfcMIIiCt^ £ t iZX *) , *£Pi3: 
^S^KJAlfftfTT v<*^Wif£fr±.%--rz>ZtfrmWr^tz 0 HCl/zg/mL 

[0 1 13] 

^JfeflU i o : 

^*S^3-e»<bn^^tt^- 2£iO f JJ§-M£3£;&- 3 t:ov>t, *2 2 1:^^ 
4 5. 0mgtfmisXV l 3 0. 0 m g ^fffitCffi^i-^S^ff* LT^R-tr^ > * 7*-b^ 

ailE#2 004-3020191 



mi 2004-057099 



^-v: 21/ 



i:ft^9 0. 0mg7JfffijoJ:CK6 0. 0 m g#ffi&::tl*§i-**£W* LT&R-lf 9 
>*7't;H:^L, $ * y^i7;v5 >Wtr?y* v«7 u 2 0. OmgUti/:* 
y-t^J- 1 3 £t#£ 0 

m2 2 :^v#14IS*i-2i3j:^^te^-3^^*L^^7^>*7 p *;^JO^ 
[0114] 
[*22] 





2? -7* -fe ;U 3M - 1 2 


* ^ t ;HJ - 1 3 


mm a mm - 3 


73.9 
(45.0mg ~h iffi) 


147.7 
(90.0mg ~h (fla) 


m m ft m m - 4 


65.1 
(30.0mg fiffi) 


130.2 
(60.0mg fifij ) 


J $ >T J )V l > & V 4f * i/ ^ A 


10.0 


20.0 


* -7 * ;U 1 fi/: ^0 5tillf (mg) 


149.0 


297.9 



[0 115] 

» «b ft£ # 7*-fc JVM- 1 2 * 1 iJ 7°-t ^ ( 7 5 m g TJtiB) > ij y-t ;i/#J - 1 3 £ 1 # 7* 
-t^ (15 OmgTjflli) ifcl±2 ii7*)V (3 0 OmgM) £fc h (M6«) 

[0 116] 

> — ? 
[0 117] 
[*2 3] 



# -fe ^ sy 

# L # ^ ± 




C m ax 


Tmax 


AUC 
(0-24hr) 


£ ^ W 
^J^ ^(F) 


0 

i& m 


(m g/kg) 


(ju g/mL) 


(hr) 


(/i g • hr/m L) 


(%) 


(%) 


jj sis M - 1 2 

(1 # -7 "fc /U / 

75mg ^? fffi) 


1.14 


1.57 


2.83 


5.09 


60.9 


13.0 


# "T" -fe A- #J - 1 3 

(1 # -r -t / 

150mg f} flB) 


2.37 


4.06 


2.00 


11.77 


67.1 


13.5 


# ^ /u #j - l 3 
300mg * ffi) 


4.49 


6.49 


2.67 


24.47 


75.6 


14.1 



[0118] 

S2 1 ^^fltJf»Jffl^(F) = (AUC/Dose)/(AUCiv/Doseiv),AUCiv=57. 1/ug • hr/mL,Dos 
eiv=7.74mg/kg (500mg/manK m.t$mW^= 7 r n^* A t LTO[iIJ|X»-e^)-5)o 
[0 119] 

-eo*^ *-/-ir^J- 1 2 £ 1 (7 5mg7Jtifi) . #7-fc;i/S»J- 13^1* 

^•fc;U ( 1 5 OmgTjfffi) ifci±2 iff-tJV (3 0 0mg7J« SiU 
JfiLtfc+jftJgilHIBtra (Tmax) (i#*2. 8 3 I^fWI, 2. 0 0 B#P^£ «t V 2 . 6 7 

*k jjtawc-efcofco auc QM*&&-B#raifiiiiTM«) «\ ar-t/i^j- 1 2 (7 

5 m gTJiffi) "C5 . 0 9 // g/h r /mL, * y-b^J- 13 (15 0 m gTjfffi) X' 1 1 
. 77^g/h r /mL, #y-feJW#J- 13 (3 0 OmgTjffi) T24. 4 7^g/hr 

WIE#2 004-3020191 



mm 2004-057099 



^-v: 22/ 



M- 12(7 5mgt)i) T-6 0. 9 %43 «t IT 1 3 . 0%, iJ^-t^M- 13 ( 1 5 0 m g 
M) t-6 7. 1**5 «£ 0*13. 5*» ay-fe^ffll- 1 3 (3 0 0mg*fflfi) "C7 5. 6% 

-ro^j: 19. iIv#M*i-2i3J;^B§?#tt^i-3(7)SB^it7i ? 6 : 4 T*£&1t£-3£;K 

Uti, 7rn^^A^D^r-t-h<7)7 5mg^)I^t 3 0 0 m gTJfiffi&Cio^T, m^sWiW-. 

[0 12 0] 

^L^j&^iBicK^^frMLT^ibffifflL/co MS.^^3, 00 0 

r pm-Cl 5^Wa^K^»C±a!f«:^L^o Jfitffct?f±±il| («) 2 0 0 ^ LC7-b 
h-h';^200^L ^*PxTt±«m^ 4 V, 12, OOOrpmfl 5 frffl^ftM 
Lti 0 Z<7)±m2 0 0 /zL^lO mM'J >®Mtilji£8 0 0 ^ L U f<7)2 0 0 M L 

£iHii§fl3/ffc^ n-r F^7 7C'/iAL/:o ^-CC±±vtl 0 0 /* L 1 OraM'J >^tlfj?£9 
00/< L^DDxtTO, :©^#S5 0// L£ 1 OmM'J ^iHSjtft 9 5 0 ^, LXifcm 
L , 2 0 0 fx L n ■? Y y' y y tc&A L fc e 

[0121] 

* Y )V*ftt$L\^tz7.T y V 7.Wk<DmM'Wife? v-? Yfyymu y A (I n n e r t s i 
l ODS-2 4. 6 mm O X 2 5 0 mm) # y A?aj^(±^ra^Ix^ L*r 0 

#I6*@t3fi, '9 >^-e P H 2 HPSL£2 OmM'J >^HtK*7" h 'J -7 A7jtv#?£<7) 6 8 0 
mLtCT-t h - h /U3 2 OmL £?I£-L7t?££ffi^/io ?;fif± 1 raL/^:«J:i 
H^L£ 0 IfctfUfKli, ^i®7c:7cJ^ft^fflv^ 3 1 8 n mO^SfrlOje L tz Q 

[0 12 2] 

m±ie«(7) J: c, ^:|§B^m: i^filKHf y^-yij -f^^kz^M^tttzmm^, ftiz** 
A #M*k%d K & tc^ L ^^^-(7)^^ *\zSotfZ>jiy°*z)Vfo<D S|„ D „ o 7>ft? -C#&£1- & if* 

m^niz £&ijy°^)i/<D^mittmm&izmLtzmtm®.m<o$cm*. ■/ 

[HIMOffi^^I^B^] 
[0 12 3] 

[HI] Hlfi, 7rn^M^D^t-H?^fSL, fl^t? 2 <D$Lj&t PIB#K, & 

# * # r * ^ n vms n & -r %> it^mfc z m.w -t & m x* $> z 0 

[H2] U2(±. 77 0^^A^D + *-ht:gJ[4f7f >*^^tf)jj[Liv^ 

*wtm.<Dm&*7FLtzmx$>z> 0 

[IH4] H4I4, ^-tJH-ll^FCgn^Lm 7ro/>?^AOii 

I@5] i5li, i>7-t)\sm-9*K H:IOt4Lfci<D, 7rn^A©i|t 

[H6] 1216 (47>y-t;^J- 1 2 £ i * 7*-tr ;l/^J- 1 3 S: t K:M4L/;^ 

ai!E#2 004-3020191 
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\mm%i\ mm 
m 1 1 



OH 





mtl# 2004-3020191 



2004-057099 



2/ 



[H3] 



m 7 

« 6 

K 3. 3 
2 

■B- , 
^ 0 



a 



XT 



4 6 8 

mm (hr) 



10 



12 



[0 4 ] 







< e 4 
























































m 1 

M 0 * 






































( 


) 2 


4 


— — = ■ 1 

6 8 10 12 
mm (hr) 





[0 5] 



m 7 
m 6 


m-smw. isomg*^) 






■A . 












□ 
















0 i 
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) 2 4 6 8 10 12 
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M^J! 0 2 0 0 3^ 2B140 



ffiliE#-^ mtE# 2 0 0 4 - 3 0 2 0 1 9 1 



